Dr.Reddy’s Q:‘.’-’

CERTIFICATE OF ANALYS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

1S

CEPTUOHKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxann®, TabeTKH, NOKPLITHIE IIEHOYHOH 060104K0H, 400Mr + 325Mmr

Batch No / Cepust Ne : V2202034

Batch Quantity / O6bem naptun : 776.0Kg |

040001654632,890001619940

Analytical Report No / Ananurnueckuii oryer Ne :

Date of Analysis / [laTa ananuza: 10.10.2022

Date of Manufacture / /ITata npoussogcrsa : SEP-2022

Date of Expiry / Cpok rogsoctn :AUG-2027

Analysis performed according ND / Ananus nposeaen no HJI: IT N0O11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 or 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S, Test Result Specification
No
1 |Description / Onucanve |Capsule-like orange-coloured Capsule-like orange-coloured film-

film-coated one-side scored

tablets; on cross section- white to off-white
on cross section- white core /|core / TabneTkn kancynosuaHom
TabneTtkn KancynoBuaHON (bopMbl,  MOKPbITbIE  MAEHOYHO
bhopmMbl, MOKPbITble |0BONOYKON OpaHXeBOro UBeTa,
MIIEHOYHOMN 00OMOYKON|PUCKON Ha OAHOM CTOPOHE; Ha
OpaHXeBoro LBeTa, C PUCKOW [IonepevHoM  paspese —  A4po
Ha OoOHOW CTOpPOHe; Ha|Benoro unu noyty Henoro LBeTa

rnonepeyHom paspese — 54po
6enoro LBeTa

coated one-side scored

tablets;

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [MpoayxT coorserctByet Tpebopanusam HJ[ | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: IIpoeepeno: Pardeep Kumar | Ono6peno: Menenxep /
Ankit ﬁﬂ y Pyxosoautens : Amit Kumar
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Print Date: Print Date: Print Date: i
Jara: 10.10.2022 Hara: 10.10.2022 Hata. 10.10.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500032, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 490G 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | td.
Formulation Unit-6 _
Vill. Khol, Nalagarh Road, Badd;,
Distt. Salan, H.P, 173 205, INDja
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykanu®, TabieTKy, NOKPHITHIE IIEHOYHOIH 060J04K0iH, 400Mr + 325Mr

Batch No / Cepus Ne : V2202034

Batch Quantity / O6bem naprau : 776.0Kg

Analytical Report No / AnanuTH4eckmii oruer Ne :
040001654632,890001619940

Date of Analysis / JaTa ananuza: 10.10.2022

Date of Manufacture / [lata npoussogcrsa : SEP-2022

Date of Expiry / Cpok rognocrsn :AUG-2027

Analysis performed according ND / Anasnn3 nposenen no HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

[ 2 identification /

MNoanuHHOCTB

a) Complies as prescribed/
B cooTBeTcTBUM C

The retention time of the main peaks
on the chromatogram of the test

mass uniformity /
CpepHasa macca u
O0AHOPOAHOCTL Mo
macce

ornucaHuem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa ynepxmsaHus OCHOBHLIX
nukos Ha XpomaTtorpanmime
UCTILITYEMOrO  pacTBopa  [OMDKHbI
COOTBETCTBOBATL BpeMeHam
yaoepxmuBaHns nMKoB Ha
XpomMarorpamme pacTsopa
CTaHOapTHbIX obpasLios
nbynpotpeHa ¥  napaueramona
(pazoen «KonuyectseHHoe
onpegeneHuey)
3 |Average weight and 970.7 mg 940,9 mg to 999,1 mg

Complies /cooTBeTcTBUM C

(970,0 mg + 3,0 %) /
Or 9409 wmr po
(970,0 mr + 3,0 %)

9991 wr

18/20 tablets — NMT £ 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeqanne: Iponykr cooTBeTcTBYeET Tpebopanuam HJI

Opinion : APPROVED
3axuouenne: OJIOBPEHO

HJara: 10.10.2022

Jata: 10.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarororneHo: IIposepeno: Pardeep Kumar | Opo6peHo: Menemxep /

Ankit ) p PyxoBoautens : Amit Kumar
AN

Print Date: Print Date: Print Date:

Jara. 10.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mai!@drreddys.com

CIN: L85195AP1584PLC0O04507
www.drreddys.com
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. - Formulation Unit-6
. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGykInH®, TabieTKH, NOKPBITHIE NIeHOYHOH 060a04K0H, 400Mr + 325mr
Batch No / Cepusi Ne : V2202034 Batch Quantity / O6bem naptum . 776.0K g

Analytical Report No / AHanuTu4ecknii oTuet No ; Date of Analysis / JlaTa ananu3a: 10.10.2022
040001654632,890001619940
Date of Manufacture / lata nponssoscrsa : SEP-2022 | Date of Expiry / Cpok rogsocrn :AUG-2027
Analysis performed according ND / Anann3 nposenen no HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 Disintegration / 08 minutes 55 seconds  |Not more than 30 minutes /
PacnagaemocTb ~ |He 6onee 30 muH

S |Dissolution / 97% - 99% NLT 70% (Q) C13H10O: (tbuprofen)
PaCTBOpeHMe dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3H+0:
(nbynpodeH) yepes 30 MuH

NLT 70% Q) CsHgNO,
97% - 101% (Paracetamol) dissolved in 30
minutes /

He metnee 70 % (Q) CsHoNO,
(napauetamon) yepes 30 MUH

6 |[Related substances /- 0.03% Total impurities of Ibuprofen NMT
PogacraeHHbie npumecn 1.0% / Cymma npumecei
nbynpodgeHa — He 6onee 1,0 %
0.0001% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (NpUuMech
napauetamona) — He Gonee 0,005%
7 |Water/Boga 1.6% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanne: [Iponykr coorsercTByet Tpebopanusm HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarotosnexo: INpoepeno: Pardeep Kumar | Ono6peno: Menemxep /

Ankit ) p PykoBoautens :Amit Kumar
A g
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Print Date: Print Date: Print Date:
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |tg.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P, 173 205, IND[A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIN3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Uoyxanu®, TabaeTkH, NOKPLITHIE IJIEHOYHOH 0601049K0MH, 400Mr + 325Mr

Batch No / Cepust Ne : V2202034

Batch Quantity / O6bem nmapTuu : 776.0K g

040001654632,890001619940

Analytical Report No / AHaauTudeckuii oTyer No :

Date of Analysis / lata ananuza: 10.10.2022

Date of Manufacture / Tata npoussogcrsa : SEP-2022

Date of Expiry / Cpox rogaoctn :AUG-2027

Analysis performed according ND / Ananu3 nposesnen no HJ: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mwukpobuonoruyeckas
yucroTa

a) Total aerobic
microbial count /
O6uyee yncno
a3pobHbIX
MUWKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / Obuee yncno
APOXOKEBbLIX U
nnecHeBbiX rpnbos

c) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

Less than 5 CFU/g /
MeHee 5 KOE/r

Absent / OtcyTcTBYeT

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OtcyTcTBME B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: IIpoaykT coorserctByet TpebopannaM HJ[ | 3akarouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosneno: ITposepeno: Pardeep Kumar | Omo6peno: Menemxep /
Ankit Q_‘LA PyxoBoautens : Amit Kumar
S SN
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDjA,
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUO®UKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyknuH®, TabneTKkH, DOKPHITHIE M1eHO4YHOIT 060/10uK0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202034

Batch Quantity / O6bem naprau : 776.0K g

Analytical Report No / AHanuTuyecknii or4yet Ne :
040001654632,890001619940

Date of Analysis / lata anaau3sa: 10.10.2022

Date of Manufacture / Jlata npoussoactpa : SEP-2022

Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Ananu3s nposenen mo H/I: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHOpOAHOCTL 1.6 [MokasaTenb npvemnemoctu (AV)
[031npoBaHuA AOrkeH bbITb He Gonee 15,0.
Ibuprofen /
nbynpodpeH Acceptance value (AV) should be
1.6 not more than 15.0 /

Paracetamol / [Nokasartenb npvemnemoctu (AV)
napavetamon pomxeH bbITb He Bonee 15,0.

10 |Assay/ 398.9 mg 360 to 440 mg of Ci3H102
KornnyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr oo 440,0 mr Cqi3H1502

(nbynpodeH) B Tabnetke
326.55 mg

2925 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgHoNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED _
Ipumeuanne: [Iponykr coorserctyet TpeGosanusam HJI | 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroenexo: I[TpoBepeno: Pardeep Kumar | Ogo6peno: Menemxep /
Ankit A \_I__, PykoBonurens :Amit Kumar
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories |td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, INDjA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
MNoykauH®, TabaeTKH, NOKPHITHLIE NIEHOYHOH 060J04K0H, 400Mr + 325Mmr

Batch No / Cepus Ne : V2202034

Batch Quantity / O6bem naptau : 776.0K g

040001654632,890001619940

Analytical Report No / AHaanTuueckuii oruer No :

Date of Analysis / IaTa ananu3a: 10.10.2022

Date of Manufacture / JIlata npoussoacrea : SEP-2022

Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Auanu3s npoeegen no HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

10 tablets in PpVC/Al
blister. 1 blister and a
patient information leaflet in
a carton. / INo 10 TabneTtok
B MNBX/Al 6nncTep. Mo 1
BrmcTepy B nauky
KapTOHHYO BMECTE C
WHCTPYKUMEN No
NPUMEHEHMIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B NBX/Al 6nnctep. Mo 1, 2 unun 20
BGnMCTEPOB B Nayky KapTOHHYO
BMECTE C MHCTPYKLMEN Mo
NPUMEHEHUIO.

According to ND / B cooTeBetctBuu ¢ H,

At temperature not more than 25 °C. /
Ipu TemnepaTtype He Bolule 25 °C.

11 | Package / YnakoBka

12 | Labeling / Mapkuposka

13 | Storage conditions /
XpaHeHne

14 | Shelf life / Cpok
roAHOCTH

5years /5 net

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Iponykr coorBercTByeT Tpebosanuam HJI | 3axmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: IlpoBepeno: Pardeep Kumar | Ono6peno: Menemxep /

Ankit ) / Pykopoaurens : Amit Kumar
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